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I. Basis of the report 



I . Wiih regard to the elements of the international application:' 
the international application as originally filed 

□ 

the description: 



pages 
pages 
pages 

| 1 the claims: 
pages 
pages 
pages 
pages 

[l | the drawings: 

pages 
pages 
pages 



, as originally filed 
, filed with the demand 



, filed with the letter of 



, as originally Hied 



, as amended (together with statement) under Article 1 9 
, filed with the demand 



, filed with the lettt 1 9.05.2004 



, as originally filed 
, filed with the demand 



, filed with the letter of 



| | the sequence listing part of the description: 

pages 

pages 

pages 



, as originally filed 
, filed with the demand 



, filed with the letter of 



2. With regard to the language, all the elements marked above were available or furnished to this Authority in the language 
in which the international application was filed, unless otherwise indicated under this item. 

These eleme nts were available or furnished to this Authority in the following language which is: 

the language of a translation furnished for the purposes of international search (under Rule 23.1 .(b)). 
f I the language of publication of the international application (under Rule 48.3(b)). 

the language of the translation furnished for the purposes of international preliminary examination (under Rules 55.2 

and/or 55.3). 



3. Wiih regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
preliminary examination was carried out on the basis of the sequence listing: 
contained in the international application in written form, 
filed together with international application in computer readable form, 
furnished subsequently to this Authority in written form, 
furnished subsequently to this Authority in computer readable form. 

The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

The statement that the information recorded in computer readable form is identical to the written sequence listing has 
been furnished. 



4. [ | The amendments have resulted in the cancellation of: 

Bthe description, pages 
the claims, Nos. 

|^_J the drawings, sheets/fig. 

is report has been established as if (some of) the amendments had not been made, since they have been con- 
sidered to go beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 

* /'. placement sheets which have been furnished to the receiving Office in response to an invitation under Article 14 are referred to 
in this report as "originally filed" and are not annexed to this report since they do not contain amendments (Rules 70. 16 and 70.17). 

* * Uiv replacement sheet containing such amendments must be referred to under item I and annexed to this report. 
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



I . Statement 

Novelty (TM) Claims 11-19,22,23,28,40,42-247,260-263, YES 

266,267,274-279 



Claims 1-10,20,21, 24-27, 29-39, 41, 248- NO 
-259,264,265, 268-273 



Inventive Step (IS) Claims 1 1-19,22,23,28,40,42-247,260- YES 

263,266,267 



Claims 274-279 NO 

Industrial Applicability (IA) Claims 1-279 YES 

Claims NO 



2. Citations and explanation: 

Dl: CARLOS M.P. et al.: " Immunogenecity of a Vaccine Preparation Representing the 
Variable Regions of the HIV Type 1 Envelope Glycoprotein." AIDS RESEARCH AND HUMAN 
RETROVIRUSES , volume 16, number 2, 2000, pages 153-161; 

D2: ESTAQUER J. et al.: The Mixotope : a Combinatorial Library as a T Cell and B Cell 
Immtinogen", EUR. J. EMMINOL.; 1994 November; 24(1 l),pages 2789 - 2795; 

D3: US 6042836 A (GENENTECH INC.), 28.03.2000. 

Dl discloses an immunogenic vaccine preparation , comprising variable regions of I HTV 
type I envelope glycoprotein, and method for its manufacturing . A synthetic peptide vaccine 
comprises a plurality of peptide antigens, representing by themselves hypervariable epitopes (VI 
through V5) of the clade B HTV-1 envelope glycoprotein (gpl20). The plurality of the peptide 
antigens is obtained by means of analysis of 100 various isolates of the clade B HIV-1 , and a matrix 
is created (see Figure 1), taking into consideration a type and frequency of substitutions of amino 
acids. The peptides are obtained by means of chemical analysis conduction with their subsequent 
nixing in order to obtain the synthetic peptide vaccine. The obtained vaccine is highly 
immunogenic and safe in animals. There is conducted an investigation of immune response of 
nimals after an introduction of the peptide antigens, for example, antibodies of immunized rabbits 
re capable to bind with subtypes of gpl20 V3 peptides , which are represented by the clades A, B 
C. D and E. 

D2 discloses a combinatorial peptide library. The library comprises the peptides in amount of 
7.5x 10 3 The peptides are obtained from a sequence of third hypervariable domain (V3) of HTV 
envelope protein. The obtained library induces a strong immune response. 

03 discloses a method for manufacturing a vaccine, based on envelope peptide antigens of the 
V2. V3 and C4 domains of gp 120. 

C laims I to 10, 20, 21 and 24 to 27, 256 to 259, 264, 265 and 268 to 273 do not meet the 
criterion of novelty, since Dl (see Abstract and pages 151 to 160) discloses the method for 
manufacturing a family of antigen peptides, characterized in the above-mentioned claims. The family 
is obtained from the variable regions VI to V5 of the gp 120 envelope glycoprotein of the type 1 
human immunodeficiency virus by means of conduction of the chemical synthesis with subsequent 
mixing of the obtained peptides. 
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Supplemental Box 

(To be used when the space in any of the preceding boxes is not sufficient) 



Claims 29 to 39 and 41 also do not meet the criterion of novelty, since the features of these 
claims , but namely: a composition, including a family of antigen peptides of vriable domains VI -V5 
HIV gp 120 , comprising from 150 to 100000 peptide antigens , are known from D2, wherein there 
is described a composition , which comprises a combinatorial peptide library, consisting peptides in 
amount of 7.5x1 0 5 . The peptides represent by themselves the family of antigen peptides (gp 120), 
having amino acid sequences of variable domains (V1-V5) of HIV pathogenic protein, obtained by 
means of analysis of the amino acid sequences. 

Claims 248 to 255, characterizing a method of eliciting an immune response in a subject, do not 
meet the criterion of novelty, since in Dl there is known a method of eliciting an immune response 
by means of introducing in a subject a plurality of antigenic peptides, representing by themselves 
hypervariable epitopes (VI - V5) of gp 120 HTV 1 clade B envelope glycoprotein. 

As regards a method of diagnosing infection, declared in accordance with Claims 274 to 279, 
taking into consideration knowledge, known from the above-adduced general state of the art, for a 
person with the ordinary skills in the art there is obvious and well-known method, consisting in the 
usage of peptides , which are preliminarily immobilized on a substrate and are antigen similar ones 
to a pathogenic antigen in order to elicit antibodies with respect to the present pathogen. On the 
base of these facts Claims 274 to 279 do not meet the criterion of inventive step. 

Claims 1 1 to 19, 22, 23, 28, 40, 42 to 247, 260 to 263, 266 and 267 meet the criteria of novelty 
and inventive step, since from the sources of information Dl to D3 the features of the above- 
mentioned claims not known and are not obvious ones. 

Claims 1 to 279 meet the criterion of industrial applicability. 
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